
DEPARTMENT OF HEAIiTH & HUM SERVICES Public Health Servics 

Food and Drug Administration 
Rockville MD 20857 

David 6, Adams 
Venable LLl? 
575 F Street, NW, 
Washington, D.C. 20004- 1601 

Re: Docket No. 2OOSP-0 116KP 1 

Dear Mr. Adams: 

I am writing to inform you that the Food and Drug A~i~s~~tio~.~FDA) has not yet resolved the 
issues raised in your eitizerj petition submitted on March 24,2005, on behalf of the Consumer 
Health Alliance for Safe Medication (CHASM). Your ~titio~‘r~quests that the Agency take 
various actions with respect to the labeling and advertisement of ~Q~~~ded, aqueous-based 
drugs for inhalation. 

FDA has been unable to reach a decision on your petitio~ because it raises complex issues 
requiring extensive review: and analysis by Agency officials. This interim response is provided in 
accordance with FDA regulations on citizen petitions (21 CFR 10~3O~e)~2)). We will respond to 
your petition as soon as we have reached a decision on your request. 

Sincerely, 

&me A, Axehad 
As~ociate,Direetor for Policy 
Center for Drug Evaluation and Research 


